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DEPARmENT OF HEALTH & ElJI$AN SERVICES 
‘s cq7y 

Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

Mr. Petra Augenstein-Caporale 
Chief Pharmacist 
Wale&, Inc. 
175 North Route 9W 
Congers, New York 10920 

Dear Mr. Augenstein-Caporale: 

This is in response to your letter of February 5,2004 to the Food and Drug 
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal 
Food, Drug, and Cosmetic Act (the Act)). Your letter for the product “Nursing Tea” 
included the product label, which does not comply with the labeling requirements for 
dietary supplements in 21 CFR 101.36. 

The product, which is labeled as a dietary supplement, bears a ‘%.ttrition Facts” panel 
when in fact it is required to bear a “Supplement Facts” label in accordance with 21 CFR 
101.36. A dietary supplement that does not bear nutrition labeling in accordance with 2 1 
CFR 101.36 is misbranded under section 403(q)(5)(F) of the Act. 

The label also states that it is “Certified Organic Herb Tea.” The use of the term 
“organic” in labeling of foods is governed by the requirements of the Organic Foods 
Production Act (OFPA), enacted under Title 21 of the 1990 Farm Bill. Under this 
authority, the U.S. Department of Agriculture established uniform national standards for 
the production and handling of foods labeled as “organic.” The Act authorized a new 
USDA National Organic Program (NOP) to set national standards for the production, 
handling, and processing of organically grown agricultural products. In addition, the 
Program oversees mandatory certification of organic production. The Act also established 
the National Organic Standards Board (NOSB) which advised the Secretary of 
Agriculture in setting the standards upon which the NOP is based. Producers who meet 
standards set by the NOP may label their products as “USDA Certified Organic.” You 
can find more information on whether your product is eligible to be labeled using the 
term “organic” at the NOP web site (see 
httn://www.nalusda.Frov/afsic/APSiC nubs/orPusda.htm and 
hnp://www.nalusda.rrov/afsic/o~,/cif .htm. 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

I 
?i!iZ-ccfl-c 
Susan J. Walker, M.D. 
Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Of&e of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, New York District Office, Offtce of Compliance, HFRNEl40 
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, WELEDA 
Quality Through Nature 

IOffice of Nutritional Products 
Labeling and Dietary Supplements (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food ared Drug Administration 
5100 Paint Branch Pkwy 
COLLEGE PARK 
MD 20740 

Februaty 5, 2004 

Re: NURSING TEA 

Pursuant to 21 CFR Part 101.93, Weleda, inc. is filing a Statement of Nutritional 
Support for the Dietary Supplement marketed as NURSING TEA. Please note 
that the formula has been changed as stated below; the product with the 
previous formulation is not marketed any more. 

1. Marketed by: Weleda, Inc., 175 North Route 9W, Congers, NY 10920. 

2. Text of Nutritional Support Statement being made: “Supports Healthy 
Lactation.” 

3. Name of dietary ingredients: Fenugreek seed, Anise seed, Fennel seed, 
Caraway seed and Lemon verbena leaves. 

4. Brand Name: NURSING TEA. 

5, Substantiation information on file at the company office. The corporate 
officer who can certify same is Erk Schuchhardt, President of Weleda, Inc. 

A copy of the labeling is attached (box). 

t)J.ipJ/+ ~@..i!J& 

Petra Augenstein-Caporale, RPh 
Chief Pharmacist 
Weleda, Inc. 

Weleda, Inc., 175 North Route QW, Congers, NY 10920 
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